excites me to see the technological changes that have changed the practice of surgery so dramatically over the years, as well as changes in techniques for performing the procedures with these devices. Oh too well do I remember seeing the surgeon's back as I held a retractor during an open cholecystectomy, and was then asked about the procedure I had just witnessed! However, at what cost are we making these advancements? As outlined in a recent editorial in Surgical Endoscopy, for GERD treatments we may be at a point of conflicting priorities as industry promotes new technologies, surgeons incorporate them into their practices, and the cost of healthcare continues to rise [2] .
At the FDA's Center for Devices and Radiological Health, we are tasked with evaluating new technologies and determining whether or not the supporting data demonstrates a reasonable assurance that the devices we review are safe and effective. Ensuring the safety of medical devices for the general public is complicated by the increasing incidence of complications of surgical devices and paucity of uniform criteria and processes, as adroitly noted by the authors. It is well understood by the FDA that the data collected for approval through the pre-market approval (PMA) process may not provide complete information regarding the safety and effectiveness of a device once it becomes available to the general public. Simultaneously, we recognize that new technologies are being developed and studied abroad before being brought to the US market, and we have made a commitment to reverse that trend and work with sponsors to bring their trials to the US so that our patients can benefit from these technologies faster. It is also obvious that changes in technology bring changes in technique. Although the agency does not regulate techniques (i.e., practice of medicine), the authors appropriately and clearly recommend that surgical device techniques be assessed in a manner to protect patients. As the authors note, a recent survey of SAGES members indicated a need for guidelines for gastrointestinal and endoscopic surgical devices. Based on a survey of SAGES Board members and their clinical experience and knowledge of the literature, the authors propose seven guidelines for implementing changes in technology and technique into clinical practice, each with an assessment of quality of evidence and strength of recommendation. While the quality of evidence varies among the guidelines, the strength of the recommendations were generally strong. Taken together, these recommendations provide a clear pathway for the introduction of new technologies and techniques into clinical practice that should be recognized by practitioners as a model to follow. Specifics as to the implementation of these new technologies or techniques, including training, mentoring, credentialing, etc., can be varied depending on institutional and/or society requirements, but at the very least there must be minimum guidelines that must be met for each point. In addition, steps must be taken to assure that patients are well informed as new devices or new techniques are introduced into clinical practice.
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